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To:

Marketing Authorization Holders & Pharmaceutical Companies

After Compliments,

Kindly find attached Circular No l/’ dated 19 /04/2026 regarding the update of product
information for povidone-iodine—containing products, specifically thyroid-related warnings.

Copy to:

Director of Pharmacovigilance Department, DSC
Director of Medicine Registration Department, DSC
Director of Regulatory Compliance Department, DSC
Director of Central Quality Control Lab., DSC

Director of Medical Device Department, DSC

Section Head of Medicine Safety Evaluation

Section Head of Quality Problems and Medication Errors.
Section Head of Pharmacovigilance

Section Head of Clinical Trials
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19 -04-2026
Products containing (Povidone-lodine)
(Povidone-lodine) (& (s 5823 (Al Gl pdaalinsal)
Product Name Products containing (Povidone-Iodine) raaiiual) g
Source of Warning Drug Safety Center Rl juas
Product Information paniall Sl glas
Active Ingredient(s) Povidone-Iodine Aladll 3oLl
Manufacturer All Manufacturer dniaall 45,40
Local Agents All Local Agents Olaall £ 218 )
Reason for Warning : sl G
Povidone-iodine is an iodine-releasing antiseptic that may | wabaiel ) daladiol o5 3y sl s sedas 58 3 9-0 52 50
result in systemic iodine absorption following use. The ) ST 5 B calad ) ALl uea Sl 5 (5 it Sl oy 0 5l
extent of absorption varies depending on the route of Apse ¥ gl alal) Ala g ¢kl dabise cpladiny)
administration, duration and frequency of use, surface area
of application, and the condition of the skin or mucosa.
Systemic exposure to iodine may lead to clinically relevant Cailda g By 5 s Aganl ld a5 () 0 sall a paill (g2 S8

alterations in  thyroid function, including both s dala o guald 5f 5230) Lol Lo i elld 8 Lay (A 5l 5aal)
hyperthyroidism and hypothyroidism, particularly in | <= sl &8, 53300 (3 il Sl sl (e 0 gilay 0l (pada sl
patients with pre-existing thyroid disorders or those LR il e 3 gm0 i 38 LS o ol 23 ) gl
receiving concomitant lithium therapy. In addition, A, Basl) il
povidone-iodine may interfere with thyroid function tests.

A review of international reference labeling (e.g., EU and | #305¥) <8l Jia) L gall L sall il 55l dxad yo gl LS
UK SmPCs) confirms the inclusion of contraindications, il slauialy 3lai illalfiad g o ylady gise gl g*'—‘:‘&!«‘-‘“J
warnings, and precautions related to thyroid disorders, as oSE) gl J glaall pladin) e 'U"’ e :‘5‘-“"?‘-' A )l Baad)
well as restrictions on prolonged or repeated use for products A5-03 s e 4y giaall G juaaudll
containing povidone-iodine.

Accordingly, the absence or inconsistency of thyroid-related
warnings across product information for povidone-iodine—
containing products necessitates regulatory action to ensure
patient safety and alignment with international standards.
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To (All Local Agents):

1- All pharmaceutical manufacturers are required to update the
Product Information (SmPC and PIL) for all povidone-iodine—
containing products to include appropriate warnings and
precautions related to thyroid disorders

Y. Healthcare professionals should be informed of the potential risk
of thyroid dysfunction associated with iodine absorption,
particularly with prolonged or repeated use.

Y. Healthcare professionals are advised to exercise caution when
prescribing or recommending these products to patients with
thyroid disorders (e.g., hyperthyroidism, hypothyroidism, goitre,
autoimmune thyroid diseases such as Hashimoto’s thyroiditis) or
those receiving lithium therapy.

4. Patients should be advised to seek medical advice if they have
thyroid disorders or experience symptoms suggestive of thyroid
dysfunction.

Marketing Authorization Holders (MAHs) are required to
submit the updated Product Information within 45 days from
the date of this circular and complete the necessary variation
procedures in accordance with applicable regulatory
requirements.
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Link to circular

https://moh.gov.om/en/ministry/drug-safety-center-circulars/
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Reporting ADR/Product Quality Problems /Medication errors
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Department of Pharmacovigilance
Drug Safety Center
Ministry of Health, Sultanate of Oman

Phone No. 00968 22357660 / 00968 22357686 / 00968 22357626
/0096822358900

Email: pharma-vigil@moh.gov.om
Website: www.moh.gov.om

w‘ﬂ‘m‘;)ﬂd

#1911 Aadlas 38 50

Ol&muﬁu\i_)\i’

A QTAYYFOVIAT [ e ATAYYYOVIT . rldla
/.~\1A'\"'°A‘~-

pharma-vigil@moh.gov.om : #3588 & )
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Ph. Ibrahim Ngsser Al
Director General

DSC:
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